Concepts & Terminology ?
Quality control material The "RM Family" characteristics:
• homogeneity (fit for intended use) • stability (fit for intended use) Challenges in modern Analysis 2) Estimated expanded uncertainty U with a coverage factor k=2, corresponding to a level of confidence of about 95 %, as defined in the Guide to the Expression of Uncertainty in Measurement (GUM), ISO, 1995. Uncertainty contributions arising from characterisation as well as from homogeneity and stability assessment were taken into consideration.
This certificate is valid until 5/2006; this validity may be extended as further evidence of stability becomes available. The minimum amount of sample to be used is 50 µL, after reconstitution according to the instruction the material can be regarded as a homogenous solution.
INSTRUCTIONS FOR USE
The material is intended to provide, when reconstituted, a solution with a known catalytic concentration of human GGT that can be used for intra-laboratory quality control of the measurement procedure and to verify comparability of results from laboratories using this measurement procedure. The certified reference material can also be used for evaluation of in vitro test systems for GGT measurements by method comparison with the 37°C IFCC reference measurement procedure. The material can also be used for the calibration of lower order procedures for measuring GGT activities provided they have the same or similar analytical specificities as the reference measurement procedure used for the certification. Commutability of the results from the undiluted material to dilutions has to be checked thoroughly before using the material at several concentration levels for calibration.
Reconstitution of the material 1. Take the ampoule out of the freezer and allow reaching room temperature. 2. Tap the vertically positioned ampoule gently to ensure that the lyophilised material is at the bottom of the ampoule. 3. Score the ampoule at the constriction with a sharp file and open, by applying a red-hot glass rod to the score for about 1 second, while holding the ampoule almost horizontally to prevent glass from entering the ampoule. 4. Weigh the ampoule with its contents to the nearest 0.1 mg 5. Reconstitute by slow addition to the sides of the ampoule of (1.00 ± 0.01) mL distilled water (20-22 ºC) with calibrated volumetric equipment. Note the temperature. 6. Weigh the ampoule after adding the water 7. Seal the ampoule with an inert plastic film, invert several times and mix contents by gentle swirling. Allow to stand at room temperature for 20 min. Swirl ampoule again and let stand for 10 min. Total reconstitution time is approximately 30 min. 8. Calculate the volume of water at 20 ºC from the mass of the volume taking into account the temperaturedependent density. 9. The catalytic concentration of Gamma-glutamyltransferase must be measured within 4 hours following the reconstitution.
STORAGE
Unopened ampoules should be stored at -20 °C.
LEGAL NOTICE
Neither IRMM, its contractors nor any person acting on their behalf:
(a) make any warranty or representation, express or implied, that the use of any information, material, apparatus, method or process disclosed in this document does not infringe any privately owned intellectual property rights; or (b) assume any liability with respect to, or for damages resulting from, the use of any information, material, apparatus, method or process disclosed in this document save for loss or damage arising solely and directly from the negligence of IRMM.
NOTE
A detailed technical report is available on www.erm-crm.org. A paper copy can be obtained from IRMM on explicit request. 
